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AQAC Use-Dilution Method

PURPOSE
The purposa of fhjs sludy s ko delermine the affecliveness of the Spensor's produci as & disintectant for hard surdaces

following the ACAG Usé-Ditutign Mathad. This mathod Is In compllance wilh tha raquiremanis of and tiay ha submilled
to, ona or more of tha fallowing agenéles as Indlcatéd by Iie Sponsor; U.S. Enviranmentat Prolection Agancy (EPA),
Heallh Canada and Ausirallan Therapeulic Goods Adminlstration (TGA).

TEST SUBSTAN  CHARACTE™ " ""IiON

Agcording 10,40 uro, Part 160, L.t F [160.105) lest substante charaalerizatlon as to ldentlly, sirength, purily,
solubliily snd-composlllon, as appliceble, shall be doocumentod before its use In hls study, Thig slabllity of the Lest
substance shall be delemmined prior to or coneurrenily-with fhls sludy, Partinent infarmation, which may afféct the
sulgome of g sludy, shail be communicated in willing to thie Siudy Dirédlar Upon sample submieslon fo Aocuralus
Lab'Sarvieas, Accliralus Lab Services will append Sponsar-provided Cerlficalés of Analysls (G of A) fp this siudy
raporl, If réguested and supplied. Charactetizallon and slabllity studies not performad following GLP regulations

WIIl be noled In {he Good Labaratory Practice comgllance slafément,

SCHEDULING AND DISCLAIMER OF WARRANTY

Experimantal statt dates are generally schadulad on a first-comeffirat-serve basis once Accuratus Lab Services recelves
tha Spanacr approvedicomipleled protocdl, slonad fee schadule erid correspénding les! substanos(s). Basad on all
required materials being redeivad at his 1ime, the pfoposad experimental siarl date Is Ootobér 8, 2018, Varbal rasulls
may be givan upon complefion of the shudy with a wriltén réport 1o follow on the probosed complelion dale.of
Noveryiber 8,-2018, Toexpedila schedullng, please bo sure all faquired paperwiork and {est substance documentallon
Is completé/aceurale upon arilval af Accuralus Lab Services,

If 2 tost rriust bo repeatad, or a porilon of i, dué to fallure by Acciratus Lab Sefvices to adhora to specifiad
firocadures, [t-will be repbated frea of charge, If a lest muat be repeatad, or & porlian of ll, dué ta fallure’ 6f Infamal
conlrols, it will be repeated froe of charge, "Melhods Developmant” fees shall ba nssessed, however, If the lest
substance -andfor test system ragilire modifications due to complexily and difffcully of tesling, If tha Sponsor
requesls a rapast tesl, they will be charged for an addiliohel lest. ‘Nelther tha nameof Ateuretus Leb Servioas or
any of lis employaas are to be Used {r-advarising or 6ther promotlon without wrilten consent from Accuratus Lab

Sarviges.

The Spansor lg responslble fof @ny rejection of the final report by the regulating agencles concetning feport format,
paginailon, elc. To prevent rejaction, Sponsor should carefully review the Acouralus Lab Services final report and

-nofify Accurslus Lab Services of any percelvad deficlencles in these éreas befora stibmisslon of (ha report ta the

regulstory agency. Accuratus Leb ‘Services will make reasonabla changas desmad nacessary by the Sponsor,
without altering the tachnloal data.

JUSTIFIGATION FOR SELECTION OF THE TEST SYSTEM

Regulalory Agehicles requive tha! a spacific-organism clalm for a fest substance jntendad for use on hard sufacées
ba supporled by appropriale sclantillc data demonstriting the efffosioy of the tast subslance agalnst tha claimed
arganlsm. This Is.accomplished In tha laboralory by resfing Lhe target organism with lhe tesl Subslange uridar
conditions which simulale as closaly 85 possible the actual candilions undar which tha lest substance Is designed
to be used, For products Infended for use on hard surfsces {dry, Inenlmaté environmenial surfaces), & carrer
method Is used In the ganeration of the supporting data. Tha experlmental deslgh In this prolocol masls (hese

raquirements.

TEST PRINCIPLE

A flim'of organlsm cells driad on a surface of stainless steel carlers [s exposad to the tast substance for & spacilled
exposutalime. After exposure, the camrers are fransforred 1o Vessels containing neulralizing subculicre modla and
assayad for survivors, Appropriate cullure purity, sterlilty, viabliity. carfier population and fiellralizallon confirmallon
cohtrols ake performeid. ‘The Gurcant revislon of Standard Operaling Frocedure CET-0041 reflects the malhoda
which shall be usad in thls study.
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TEST METHOD
Table 4: —_
R Dilutton of
Incubation Culturs After
Tast Organism Deslgnation # Growth Medlum Paratmeters Spec
B c Adjustment
 Staphylocogous aureus | =eng | SynthelicBroth | 35-37°C,aerobic | NA

Tha tast arganism{s} to be Used In thls swdy was/were obtalhed from the American Type Culture Lougdlion (ATCC),
Manassas, VA or equlvalent .

Retovary Agar-Medium: Tryptls Soy Agar + 5% Sheep's Blood

Carrlers
Carriars will ba sareened according to AOAC Cfflclal Method of Analysis and any carvter posilive for growth will be

discarded. Only penleylindars showing no growth may be used. Stalnless stes) penicylindets wil be pre-soaked
overnight in 1N NaOH, waehad in water untll neutral and autaclaved In delonized water, Carrers shall be used

within three monihs of sterliizstion.

Fraparation of Tast Organtsm
Transfer 10 jiL-of a thawed, variex mixed, cryovial of stock organism broth culure to an Inffisl 10 mL tube of growth

madiim. For orgatilsms notdefined in the AOAC Use Diluflon method, a loopful of stack slant culture may be used
to Inoculate the Initial 10 mL tube of grewth medium.

Mix and Incubata the Initial culture far 24+2 hours at the Incubation canditions abova, Following incubation, transfor
10 L of cullure to sufficlent 20 x 150 mm Maiton olosurd tubes contalning 10 mL of cullure medium (dally transfer
#1). One daly transfor is required bul up 1o four addilionel dally fransfars may be praparéd. Incubate the final tast
cullure for 48-54 hgrs at thé (ncubation condillons abova.

The tast culturs will be vortex mixed for 3 to 4 seconds and allowed to stand for =10 minutes prlar to use, After this
tima, tha uppar porflon of the culture will be removed, leaving behind any clumps or debrls and will be pooled In a

aterile veasal and mixad.

The test culture will be adjusted In sterlle growth medium to an absorbance value of 0.240 — 0.260 at 620 nm using
a spssiropholomater, iL1s recommendad (hal alter achleving the shsorbance valua target the organlsm be further
diluted in sterie growth medium as spacifiad in the chart abova. Altamale organism preparatlon (e.g. changlhg the
absorbance valus largal or dilullon) may be parformed BS Necassary.,

Tha culture may be diluted or canirifuge-concenirated. Appliseble cuilure dliutlons shall be performad using sterfle

growth mediurm,

An arganlo soll loed will be added to the test culiure per Sponsot's request. The final test culture will be mixed
thoroughly prior to use.
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Gontamlnation of Garriers
The cultura will be transferred to the penleylinders {after siphoning off the water) and the carrlers will be Immersed

{for 1642 minutes In a prepared suspension at a raffo of one carrler per one mL of cullure to completely cover tha
carrlers, A maxtmumn of 100 catiiara will be [noculated per vessel and each veasel Inoculated may be congldered
a parl of one tatal Inocutallen run per organism, The inoculalad carrlers will b {fansfsrrad lo slerlle Pl dishes
matted with filter papsr aflef tapplrg e carrler agalnst lhe slda of tha conlalner {o remaove.éxcess fnoculim, Na
tnare than iwelve eatrers wilh be placed in each Palridish. This carifers will be dried for 4022 minutes. NOTE:
Ofgenistis not spacifieally mentionad in the AQAC melfadology may require inodifled drylng conditions for the
purposa of ollsining meximum survival follawing drying. The aclual drying conditions will be clearly documéirted.

' Cartlers will be usad In the (@&l procadurd wilhin 2 hours of drying. Garrlars that touch during drying or have fellen
over will not be used in the test. .

Drying Conditions: 35-37°C.

Preparation of Test Substante L o
The test substanca(s) Lo he asgayéd will pe used ag direcled by the Sponsor. If a diiutlon of the lest eubsiande is

raquesiad by fha Sponsor, the diluled test subsisnca(s) afiall ba used within three hours of praparation, For
produals requlzing ditutlon, Use 21,0 mbL or 21.0 g of tes! substanca and volumetrlc glasswera whén jireparing the
dilution inless ctherwlss spaclfied by {he Spdnsor, Ten (10) mL of the test substance at Its use-dilution will be
aliquotted nto the requirad number of starlla 25 ¥ 15¢ mim  or 25 x 100 mm tubas. The iubss will be placed Into a
waleibaih afthé spacifiéd exposure lemperalure, and allowed to equllibrate for =10 minutes prior {o testing.

Exposure Conditions
Each contaminated and drled carrier will be placed inte a separate tube containing 10 mL of the est substance al

{is use-dilution for the deslred expasure time and temperature, Immedlatsly after placing sech test carrler In the
test tubs, swirl the tubs using approximately 2-3 gentle rolatlons to release eny alr’bubbles trapped In ot on the
carrier. Gare whl ba feken to svoid touching the sides of the lubes which may compromlse exposure. The carrler
wilt ba ptaced info the 18&t Substange within 45 seconds of the exposure tima for exposiira ines above 1 minte
f~llowlng a oalibrated limer. Tho ¢arrler will be. placed Inlo fhe test subslance within £3 saconds of the axposure

g for axpasuire times of £4 minute. If the exposure-conditions are comgrormised in any way far a given carder, 2
new carrlar may be frdoled In'[is place. If this cannol be done, the carriar will be markad arid the compromised
carrier will be ldantified in the.raw date. If a jrisrkad carrler demonsirales a posilive resul, tha cardat sel mey be

invalidated and repeatad by Sponsaor raquast,

Tast Sysiem Recoveary o

Fallawlng the Sponsor specillad exposuré tlme, sach medicatad carrler will be 1ransferred by wirs hook atstaggered
intetvals to 10 mL ‘of primary neltrallzing subcullure medlum and each libe Wil ba shdken thorcughly, Te
secomplish this, the carrler Is femoved from the disinfactan! tube with & storile ook, tapped agalnst the Triterler
sides of lhe (uba to rameve tha oxcess disinfectant, dvelding the upper onig-third of the lbe, and transferred Into
the subculture tube. Gare will be taken to avald excessive contacl lo tha inteTlor sides.of thasuboullure luhas during
tranafar. If sacandary neutralization ts requested by the Sponsar or.deemod nocessary due to test subistance adlive
and/or cancentratlon, carrers wiil be transferred into iridlvitiual seécondary subculiure ttubes containing 10 mb of
neutralizing broth beginning approximately 25-60 minutea after subculture of the carlar Into the primary nigdiralizing
aubculiure medium. Shake esch tuba thoroughly. If neutralizatian Is a concemn, 20 mL of subcouiture medium may

be used,

Incubation and Observation

All subcuitures ara Ihcubated under the conditions llsted in table i for 4842 hours,

Followlng Incubatfon, tha subtuiiures wiil be visually examined for growth. If necessary, the subcultures may be
placed at 2-8°C for up to three days prior to examination.

Rapraseritative subculluie (ibas showing growth will ba subeullured, stained andfor blochemically assayed ta

confirm or rule out the presence of fhe tast argienism. If growth cannof be determined visually, appropriate test
and/for conlrol subaulturas may be alreaked to agar to datermine tha presance of abgence of growlh.

Template: 310-1J Rav, 010 . —Pmprielaty Information —
1285 ComnrutﬁCenlerDlNe. Sulte 110 » Eagan, MN 55121 « B77.287.3378 « 651,379,5510 + vamwaccuiatuslabs.com

1286 Corporate Center Drive, Suite 110 - Eagan, MN 56121 - 877.287.8378 « 851.378.5510 + www.accuratusiabs.com




Project Na, A26439 Reckitt Benckiser
Protocol Number: REK01082548.UD.2 Page 34 of 43
Project Name: Mac & Cheese

Amended Report Date: January 31, 2019

ACGURATUS
" —LAB SERVICES —
THE AHTIMEGRODIAL AUTHORETY

Profocol Number: REK01082618.UD.2 Reckitt Bencklear " »
Page & of 12 4 AI..l\‘B:u!guA'l:!'Es§
f- [LIRUILETZ H T ]

8 f GONTROLS

Putity Control
A "slraak plate for Isolatlon” will be performed on the organlsm culture and following Incubation examined in order

fo confirm the prasenca of a pure culture. The accaptance criterlon for this study control 12 & pure culture
demonstrating colony morphology typical of the test organism.

Organic Soil Sterlliiy Contro!
Prior to ar concurrent with testing and If eppllcable, the sarum used for the organic soll joad will ba culiured, Incubated,

and visually examined for lack of growth. The eccaptanca crlterion for this study conirol Is lack of growth,

Gattler Sterllity Control
Pricr fa or concurrent with testing, & reprasentative uninoculated carrler will be added to an spprapriate subculiure

medium. The suboulture medium contalning the camler will be incubated #nd examined for growth, The acceptance
criterlon for this siudy control s lack of growth.

Neutrallzing Subculture Madlum Sterillty Control
Prior to or concurrent wilh tesfing, a representative sample of uninoculated nevlrallzlng subsculture medium will be

Incubated and visually examined, The acceplance criterlon for thie study control 1s lack of growih,

Viakliity Control
One reprasentative inoculated oaerier will be added to a vessel contalning each typs of subculture medium, i secondary

subeultures are performed using a different medla {yps, one catrler will he ptaced I the primary subeulture medium
and one carrier will be placed In the secondary subculiure medium. The vessels contalning sach carrler will ba
Incubated and visually examined for growth, The acceptenca criterion for this study conirol Is growth in the subcullure

med|a.

Neutralization Gonfirmation Control
Prior to testing ar concurrent with testing, the neutraltzation of the {est substance will be conflrmed by expesing at least

ane sterlle carrler to the test substance and transferting the carrler to primery subsultures containing 10-20 mi of
neblralizing subcullure mediur as In the {eét. If perfermad In the fest procedurs, each carler will then be iransfarred
from primary subcullures Inte Individunl secondary subeullures beginning approximately 25-60 minutes following the
primezy. transfer. “The subgullires {(primary and secondary as applicable) will ba ihoculsted with a target of
10-100 colony forming uhits {CFU) of each test organism, incubated under test condltions end visually exarmined for
the-prasence of growlh. This control will be parformed with muitipls replicates using different dilutlons of tha fast
orgsnlam. A slandardized spread plale procedure will be run concurrently in ordet to enumerate the number of CFU
aclually added periube, NOTE: Cnly.the mesl coricantralad tast substance dilution andjor shortest exposure time

neads to be evaliated In this controf,
The aceeptance oriterien for this study confrel Is growth in the final suboulture broth, minimally, followlng Inoculation

with <100 GFU per tuba, I all the organlsm dllutten{s} used in this control fall to provide edeguate numbers
{10-100 CFU) which coinoldes in a fallure to meet the accaptance ctiterlon for this study control, the contral may be

repeatad In ita antlrety.
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Garrler Population Controf
‘Two sets of thres Inooulated cartlars (one set prior to tasting and one sat foliowlng treatment} for each organiem

carter set will be assayad. Each Inoculated carrler will be individually subcuitured into a tube contalning 10 mL of
neutralizing subsuliuré madium aid sonlcaled for 4 minute5 seconds, Tubeswill be contalned In o baaker with
waler suspended In the Ulttasonic cléaher stch thal all fiulds will be level, Followlng sonleatlon, the conlents of the
{hraa subouliured cariers will be poeled (30 miL) and bilally vortex mixad. Approprlalg serial len-fold diluliohs will be
prepared atid thé duplicata 0,1 mt, allquals spread plaled on agar plats medium, and incubatad, If serlal diulions ara
not performed and plated lmmadlalaly followlng sonicalion, the vessels may be refigerated at 2-8°C for up to 2 holirs
piar to difullon. Followlng Incubation, the resulling tolonies will ba enuméraled. The Individual GFL per carrier sot
resulls will bé calgulaled, and ihe Logso value of each carrer set detarmined. The average Logievalua par organism
will ba caloulated, For Sfaphylococaus atreus, tha acosplance criterion for this study contral Is a minlmum avarage

Logs value of 6.0,

PROGEDURE FOR IDENTIFICATION OF THE TEST §* i §

Accuralys Leb Services malnteins Standard Operu.,.. “Procedures (SOPs) relative to effloacy testing
sludtes. Efficacy testing Is performad in sttt adbarence lo these SOPs which have besn constructed to cover all
aspacls of the work’ Including, but ricl fimited to, recelpt, fog-In, and tracking of blological reagerits Including test
orgarilsm stralhs for purposes of [dentification, racslpl and use ‘of ghamical resgents. Thasa procedures are
daglgnatl to documenl each sfep of efficacy testing studies. Appropifale refarences to medium, Batch number, etc,
are documenied In tho réw dala callegted during the course of aach sludy

Addiilonsliy, each efficacy test Is asslgnad a unique Frojact Number when the protacol for the study Is Initiated by
the Biudy Diracior. This number |3 used for Identilcalion of the test auboullures, eto. duting the course of the
tesl. Test subculluras are also labeled with raferarice io the fesl organism, experimental slatt dafe, and tast
praduct, Microscople and/or macroscople evaluatfons of posilive subcullives are performad In order fo conflrm the
Tdaniity of the tast orgenlem, These measures are designad to document the ldentity of tha test system,

METHOD FOR CONTROL OF BIAS: NA

STUDY ACGEPTANCE ERITERIA

Test Substance Patformanca Criterla
For-Staphylacacous aursus, the efficacy performance requirements for label claims stata that the test substance

mual kil the microcrgenism an 67 out of tha 60 Inoculated carrlera,
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Conlral Asceptance Critéria
Thesludy conlrols musi perfarm according 1o the eritarfa detalled in the sludy conliols descriplion seollon. If any

captrol dcaeptance crltarla are not mel, the test may be repsated undar the curren| protocdl number. If the
populallon control skceeds an average-logg velue of 7,0 for Staphylocoosus aureus, and the test subslance doss
nal maal the parfermance triterla, the Sponsar ray Invalidate the Sludy eard repeal igsiing,

Any posliive test carriars confirmed as a contaminant will be reporled. Any test carrler set that demonsirales-a number
of contaminated tubes that contributes to resulls ihat exceed the product performancefsuccess erifeta may he
Invalidated per Spansor's request and may be re-tested, For sixtly carrler studies, contamination exceeding one tube
per carrler et mey warrant jnvalidafion and repeat testing by Sponsor's request.

If any porllon of lhe protacol [s execulad Incorrectly warranling repeat testing, tho sl thay ba repeated under the
cumrént protasel number. If the population control feils to mast the minirum requlramient or if the nautrailzation
conlrol acoeptance crtarta fs nat met and ihe study fails to mset the efficacy raquiremante, repeat testing Is nat

required.

REFPORT

ihe reporl wili Include, but not be limited to, {dentiflcallon of the $ample, date recalved, Inltiatlon and eomplation
dates, idanlificallon of the organlsm strains usad, description of medla and reagenis, description of e msthods
employed, tabulated results and concluston as it relates to the purpose of the lesl, and all other llems required by

40 CFR Part 160.185,

PROTOCOL CHANGES

Ml becomes necassary to make changes In the approvad prolocol, the ygvision and raasons for changas will he
documented, repored o the Sponsor and wilt bacoma a parl of (he permanant file for {het study. Similarly, the
Sponsor will be notifled as zoon as possible whenever en evenl occurs that may hava an effect en the validity of

tha study.

Standard operaling procedures used In this study will be the corect affedliva revision at tha {ime of the work. Any
minor changes to SOPs (for this study) or methods used will be documanted in the raw deta and approved by the
Study Dlractor.

TEST SUBSTANCE RETENTION

It Is tha rasponsibllity of tha Sponsar to rataln a sample of the fest Bubstance. All unused test substance will
be discarded following study completion unless otherwlse indioated by Sponsor.

RECORD RETENTION

Study Specific Documents

All of the original raw data developad exclusively for this study shall be archived at Accuratus Lab Services for a
minimum of fiva years for GLP sludles of a minimum of sl months for all other studios following the study complstion
date. After this time, the Sponsor {or the Sponsor Representative, If appllcabla) will be contacted to determine the
final disposition. Thess original data include, but ere not limited te, the following:

1, Al handwritten raw dala for cantro} and fest substances including, but not limited to natebaoks, data farms

and calculallons,

Any profocd! amendmants/deviation nofifications.

All maasured deta used In formulating the final reporl.

Mamoranda, spaclficalions, and other sfudy speclc comrespondence valating fo interpretation and
evaluation of data, other than those documents contalned In the final atudy repor,

Original signed pratocol,
Certiflod copy of final study report.
Study-spacific SOP devlatlons made durlng the siudy.

Noo kmn
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Faoility Specific Documents

The followlng records shall aleo be archived at Accuratus Lab Services. These documenis include, but are not
limited to, the foltowlng:

S0Ps which pertain to the study conduoled,

Non study-speciflc SOP deviations made during the course of this study which may affect the resuits
obtafned during this study.

Mathods which ware used or referenced In the study conducted.

QA reports for each QA Inspection with comments.

Faclllty Records: Temperalura Logs (ambient, incubater, ela.}, Instrument Logs, Callbratlon end

Maintahance Records.
Current surrieulum vilae, fralning records, and job descriptions for all personnal involved in the study.

mAw oo

&

EFERENGES
1. Assoclafion of Offlolal Analytical Chemlsts (AOAC) Offlcial Method 864.02, Testing Disinfectants againsl

=

10,
11,

-

Pssudomonas asruginosa - Use-Dilulion Method. in Officlal Methods of Analya!s of the AOAC, 2013 Editlon.
Assoclalion of Official Analytical Chemlsts {AOAC) Officlal Method 955.15, Testing Diinfactants against
Siaphyidcoccus atreus - Use-Dilution Method. In Offlclal Methods of Analysls of tha AOAG, 2013 Edition,
Asgaclalfon of :Officlal Analytical Chemisls (AOAC) Official Msthod 965,14, Teating Disinfectants agalnst
Salmonells enterica- Use-Dijutton Methad. In Offictal Methods of Analysta of the AOAG, 2013 Edition.
Assoclation of Offlclal Analytical Ghemifsts (AOAC) Offlcial Method 960,09, Germicldal and Detergent Sanitlzing
Actlon of Disinfectanis Method [Preparalion of Synthelle Hard Water]. in Offiolal Mathods of Analysls of the
AQAC, 2013 Edition.

LS, Environmental Protectlon Agency, Office of Cheinical Safety and Pollutlon Prevention, Product
Performance Test Guidslines, OCSPP B810,2000: Genera! Gansiderations for Uses of Antlmicrobial Agents,
Septarmbar 4, 2012,

LIS, Environmental Protection Agency, Office of Chemical Safely and Polluflon Prevenilon, Product
Perfarmance Test Guidelines, OCSPP 810.2200; Disinfectants for Use on Hard Surfaces- Efflcacy Data
Recommendations, Septembar 4, 2012,

Healih Canada, January, 2014, Guidance Document — Safety and Efficacy Requlrements for Hard Surface
Disinfectant Drugs.

Health Canada, January, 2014. Guidance Dogument - Dislnfeclant Druga.

Australlan Therapeutlo Goods Administration (TGA), February 1998, Guidelines for the Evaluatlon of Sterllante
and Disinfectants.

Australian Therapsttic Goods Administration {TGA), February 1998, Therapeullc Goods Order No. §4:
Standerd for Dlslnfectants and Sterilants.

Australlan Therapeutlc Goods Administrallon (TGA), March 1957, Therapsullc Goods Order Nao, 54A:
Amendment to the Stendard for Disinfectanis and Stetllante (TGO 54),

late: 310-11 Rev, 010 _. = Proprietary Information ~
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ATA ANALYSIS

Galculations

Determine the GFUfGarder eet in the Carrler Population Control usihg all average counts belween 0-300 CFU ps

followa:

CFU/carrler = [{avg, GFU foy 10%} + {ava, *~L) for 10-¥ | 4 fava, 6F "~

fo* 4107 . 09 x (Volume plated) ~ \. of canlers per sef)

whera §0-%, 10¥, and 10 are example dllutions that may be used

Average Logso Carrler Papulation Control = ' jj0Xs + LogaXz + .. LogpXe
N

sof Aslid 1)

Where: X aquals CFU/carrier set
N equals numbaer of contro! carrler sats
Statistical Analysis
Mone used,
" Template: 210-11 Rev. 010 w Prepristary Informaifan -
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STUDY INFORMATION
{All blank sections are vearifled by the Sponsor or Sponsor Rapresentative as finfad fo thelr signature, unfess otherwise noled,)
Te ~ = “stance {(None 8 Batch Nuinbors) exaclly g tshol § " oanfinal repor:
K stonge| ] - LotiBatoh 1"~
£ lag&Ch  GLE-Efl in 3 E 108
F 1ac & Ohoe, :GLP-Fificaoy Testing (S ) - |88 38, .o )OS
F... flac8 Cheesa-GLF  gaoy Testing | 880 3B/2250-010
Testing at the lowar certified fimit {LCL) is raqulred for ragistration, no aged batch 1o lecessary.
Product Description:
&1 Quaternary ammonla 0 Psracetic acld 0 ladophor
0 Paroxide & Sadium hypochlerlte Tl Other,
Approximate Test Subst{an e Active Concentration (upon eubmission to Acouratus Lab Services):
o Y -

(This value 2 I3 used ror neufrafizaifon planning only, This Value /s natinferidad o reprasent characlerization velues,)

Neutrafization/Subculfure Broth: O
(NOTE; All brath must also =efve as an appropifate growih madiu for the tast organlsm}

[ Accuratus Lab Services' Discretion, By chacking, the Sponsor eulhorizes Accuratus
Lab Services, at thalr discration, to pstform nevtlizatlon eonfimmation ssesys af the
Sponsora expsnae pror o testing to determine the most appropriate neulralizer, (Ses

Fee Schaduls),
Storage Conditlons Hazarde
I Room Temperature a Nons known; Use Standard Precaufions
O 2.8°C 7] Matsrlal Safety Date Shaet, Attached for each product
O Olher_.. a As Follows:
Product Preparation

O No diution required, Use as recelved (RTU)

& *Dilution{s) fo ba tosted:
28 defined as A el S e

(example. 1 ozigallon) {amount of tast substance)  {amount of diluent)
O Delonlzad Water (Filter or Autoclave Sterliized)
0O Tap Water {Fliter or Autoclave Starliized) - All 1ap water iz softened; the water hardness for {he batch of tap
watar used will be determined and reportad.
@ AOAC Synthelis Hard Waler: 400 PPM

Q Other
*Note: An equivalent difution may be made un!ess otherwlisa requested by the Sponsor.

»

Test Organism({s): & Staphylococcus aureus (ATGC 6638)

Gartier Number: 60 per batch
Exposure Time:__ 15 miqutes Exposure Temperafure: 20+ 1 °C

Crganlc Soll Load:
Ef Minimum &% Organto Soll Load (Fatal Bovina Serum)

0O Na Organlc Scil Load Required
O Cthar._

Templata: 210-11 Rav. 010 . - Propietaty faformation -
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1 SUBM™"NCE § " AENT STATUS.
(w0 s0GH0,. .- JOr info. ~-Jonal putposes oniy.)
¥ Test Substance ls a]mad! 1} at Accurﬂtus Lab Sarvices.

LI Test Substance has beary or . .. shisped to Acouratus Lab Services,

Date of expected recalpt at Accuratus Lab Services:
O Test Substanca to ba hand-dskverad {must arrive by noon &t least one day prlor to lesting or ol.....

arrangements made with the Study director).

[ JJANCE

Lwuy 2 bo performed under EPA Goaod Laboralory Practice regulations (40 CFR Part 160} in accordance lo standard
operating procedures.

Yes

£} Mo {Non-GLP or Development Sfudy)

HEGULATORY AGENGY{S) THAT MAY REVIEW DATA

- U.S, EPA
8 Health Cenada
0 Therapsulic Goods Administration {(Australlan TGA}

FROTOCOL MODIFIGATIONS

001 Approved without modification
E Approved with modification

A draft report will be provided for Sponsor review priar to finallzalton.

PROTOCOL ATTACHMENTS 52
Supplemental Informalton Form Attached - E(Yﬂs

TESTING FAGILITY MANAGEMENY VERIFICATION OF 40 GFR PART 160 SUBPART B {160,31(0Y)

ldentlty, strength, purity, and uniformity, as appllcable, of the test lots has been or will be complsted prior ta efflcacy
testing: B Yes 00 No* 0 Mot required, Non-GLP testing requested

I yas, testing was or will ba performad following 40 CFR Part 160 GLP ragulations: B Yes O No*

! : ¢ pplicablé:
M A Cerﬂﬂnate of Analysls (C of A) may ba provided for each lof of tast substance. If provided, the
G of A will be appended to tha reporl.
G ErTesllng has baan ar wHI be conducted undst protocul or s(udy#

If yes, tasling was or will be performed following 40 CFR Part 160 GLP regulations: M Yes 1 No*

Opttonal Informatian to completa as applleable:

[t Tesling has been or wlll be conducted under protoco! or study #:

“f tasling Information is not providad or Is not performed following GLP ragulations, this will be indicaled In the GLP
complisnce statement of the final raport,

® So= Sporsor emall on 10-Ue Fer appral of moee o guddines atiachmeat, ket 05
@ S Sparsoe el From 16-Z41%, KDG 10-5-F

P
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PROPRIETARY INFORMATION

TRIS DOCUMENT IS THE PROPERTY OF AND CONTAINS FROPF'=TARY INFORMATION OF ACGURATUS
LAB SERVICES. NEITHER TRHIS DOGUMENT, NOR INFORM, = N GONTAINED HEREIN IS TO BE
REPRODUCED OR DISCLOSED TO OTHERS, IN WHOLE OR IN PART, NOR USED FOR ANY PURPOSE
OTHER THAN THE PERFORMANCE OF THIS WORK ON BEHALF OF THE SPONSOR, WITHOUT PRIOR
WRITTEN PERMISSION OF ACGURATUS LAB SERVICES.

PPROVAL SIGNATURES

SPONSOR;
NAME: b. Calssa Co = "1 TITLE: _R&D Assoglate
SIGNATURE; I\E\N\N"“ Cjﬁ\?\ﬁ\?@ﬂf’\ oatE_of O Do 20\

FHONE:__ (201) 373 - 6082 7 EMAIL:__Garissa.Conpola@ith.com

For confidantiality purposes, sludy information will be releasad onfy lo the sponsorfrepresentative slgning the
protacol (abova) unless othar indlvidusls ara specifically authorlzed In wrliing to receive study Information.

Ofther individuals authorized to receive Informatian regarding this study: 0 See Altached
Kylo Smith . -

" Accuratus Lab Services;

NAME: Yok Gonzalex

Study Director

SIGNATURE:_M_A%‘AL DATE:.__ 103218
udy Dlrector !
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